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Dear Ms. Van Vlict:

Tlsslle l-cslduc rcpt)r[s from the .LJnittxl States Department of Agriculture (USDA) and an
invcs[iga[iorl of yf~ur dairy on Dccemtxr 11 and 13, 1996 hv Food and Drug Administration
([; [)A) [nvestig;~(t)r Thomas W. Gordon have revealed serious violations of the Federal Food,
[)rug, ;ind Cosmc[ic Act (the Act) as follows:

/

A !’()~xlis iidul[~ra[td umkr !ktion 402(a)(2)(D) of the Act if it contains a new animal drug
that is unsafe within the meaning of Section 512 of the Act. On October 7, 1996, you
consignd a cull ch~iry cow (identified by USDA laboratory report number 256412) to bc
slaughtcrd as I]umd[] food. This cow, which was delivered for intra~uction into interstate
ct)lnnwrcc by your firm, was adulterated by the presence of illegal drug residues. USDA
;itullysis ()!. [issues !.r(]m [his iinimal revealed the prtxmce of sulfamethazinc in the liver tissue
at 38 p;lrts pcr t]lillion (ppm), and in the muscle tissue at 40 ppm. A toterance level for
sl]lt.;ii~lc(l];i~,i[~ch;is been ~~tiiblish~d for the u.libk tissue of cattle at 0.10 ppm.

A !.~~{xlis iidl]l:~l~lt~d unclcr Scc[ion 402(a)(4) of the Act “if it has been prepared, packed, or
held under ins;lni[ilry ccwJit.ions .,, whereby it may have been rendered injurious to health. ”
As i[ ;ipptics i[] [his case, “ins;initary conditions” means that you hold animals which arc
ultit]]:l[cly ~J!ICrCdIt)r S:IICfor slaughter as food umkr conditions which are so inadequa[c that

.
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medica[cd iininltils bearing possibly harmful drug residues are likely to enter the food supply,
For example, our investigator noted the following:

.
Vou lack an adcquarc system for determining the medication status of animals you offer. .
!“or slaughter.

2. You lack UIIwlcquate system for assurirlg that animals to which you administer
medication have been withheld from slaughter for appropriate periods of time to deplete
potentially hazardous residues of drugs.

3 Ym.I lack an adequate system for assuring animals have been treated only with drugs
which have been approved for use in their class of animal or species.

4. You lack an adequate system for assuring that drugs are used in a manner not contrary to
the directions contained in their labeling.

5. You I:ick an adequate system for determining that quantities of drugs are being accounted

@

for [o prevcn[ [hc possible overdosing of animals,

‘J”hcSUl!-:l-MaX II1 br:lnd ot” sul P~mcthazinc boluscs that you usc to treat your dairy cows
arc adul[cr;ltd under !+x[ion 501(a)(5) of the Act in that they are new animal drugs within
[hc meaning of’ Section 201(w) and arc unsafe within the mcming of Section 512(a)(I )(B)
of t}~uAct since they arc not being used in conformance with approved labeling, Labeling
directions spcci (y {hat the protiyct is not to bc used to medicate dairy cattle twenty months
of agc or older, and tinimais intended for human consumption must not be treated within
[WCIVCdays ot’ being slaughtered. Failure to adhere to the labeling directions for Sulf’a-Max
111is Iikcly the GJUSCot’ the illegal residues of sulfamcthuine in the cow you sold for food
uSc.

Your practice ot mixing 25 milliliters (mIs. ) of Tetra-Bac 324 brand of tetracycline
hydrochlorid~ soluble powder with water to prepare a uterine infusion for use in your
Iac[a(ing dairy ca[[lc is an unapproved usc for which safety and efficacy have not been
proven, Creating [hc int’usion constitutes manufidcturing a new animal drug which requires
the suhmissit~n ot a New Al:imal Drug Application for FDA approval. 1abeling for Tetra-
IW 324 S(;IICS[hc product is (o bc administcrul orally !or calves and does not allow for i(s
USC in I;iU[il[i Ilg dairy ct)ws,

Y~~urpr;lc[icc t)!’ i]]ixing 5 mis. of Oxy-’l”Ct 100 brand of oxytetracyclinc hydrochloride
illjuc[it)ll Wi[h 5(1 1111s.t)!”water [0 prepare a uterine infusion for usc in your lactating cat[lc is

@

;III un;ipprovcd usc I“orwhich sat’c(y and ctllcacy has nut been proven, Creating this infusi(~n
also coi]s[itu[us m:~nuf”ac[urir.g a ncw animal drug which requires the submission of a NCW
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Aniinal Drug Application for FDA approval. hbeling for Oxy-Tet 100 states that it is to be
;~dn]inis[crcd intramuscularly in cows and specifically states the product is not for use in
I:ic[dting dairy cattle.

Yt~ur usc of Cct\i-1.ak brand Mastitis Tubes is not in conformance with approved labeling
when y~~uusc two tubes pcr quarter the first day and one tube per quarter thereafter. The
product Itibcling stutcs that one tube per quarter is to be used. A second tube may be USCd

uf’tcr u [WCIVChour period has e!apsed, A maximum of two tubes may be used.

Your use of the drug Agricillin brand penicillin G procaine is not in conformance with its
;Ipprovcd Iabcling directions. Labeling for penicillin G procaine requires a dosage of 1 ml,
pcr 100 ptwnds of body weight with no more than 10 mls. injected into one site. Your
pril,cticc of”administering up to 25 mls at a dosage of 12.5 mls in two sites in your dairy
c09WSrcsul[s in ;i dostigc in excess of that allowed by the labeling.

LJSCof a drug in a species or class of animal for which they are not intended, coupled with a

a

fai]urc to hd full slaughter withdrawal times, presents a Iikcly possibility that illegal
residues will occur. Your use of drugs for treating your dairy cows does not conform to the
l:ibcling instructions. Failure to comply with the label instructions on drugs used to treat
dniln:i!s miikcs [hc drugs unsafe.

WC request [ha[ y~m Mkc prompt aciion to ensure that animals which you offer for sale as
hum:ln t’(xx! will n~)[bc adulterated with drugs or contain illegal residues.

1ntroducing adult cratd foods into interstate commcrcc is a violation of Section 301(a) of the
Act.

Ciiusi[]g lhc iidul[cration of drugs after receipt in interstate commerce is a violation of Section
301(k) of [I]c Act.

You sh[mld bc uwaw [ha[ it is no( necessary for yOII to have personally shipped an
;ldul[cr:~[d :inin)al into interstate wmmcrcc (o k responsible for a violation of the Act. The
!“;ICI[h;lt y(w ot”t”crcdan :Idultcraux! aninial to bc slaughtered into food for humai.
ut)l]sut]]ptioll WIICI-Ci[ WHSheld t’[lr s:ilc in interstate wmmcrcc is sufficient to make you
I“USII(JIISII>ICl“t)rvi(~l;l[i(ll~s01”[Iw Act.
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inspection was cunductcd of your dairy on August 20, 1992. During the inspection you were
warned tha[ it is illegal to market animals with illegal levels of antibiotics in tissue residues.
A Warning Lc[tcr, da:.ed November 13, 1992, was sent to your firm as a result of the
violtitions !ound during the inspection. Also, the U.S. Department of Agriculture has sent
you letters for the animals in which USDA analysis found violative levels of drug residues.
You have failed to take adequate corrective action. It is your responsibility to ensure that all
rcquimmcnts of the Act and regulations are being met. Failure to achieve prompt corrective
action may result in enforcement action without further notice, including seizure and/or
injunction.

W i[hin fifteen ( 15) days of the receipt of this letter, notify this office in writing of the
spcci~”ic s[cps you have taken to correct these violations and preclude their recurrence. If
corrcc(ivc action cannot be completed within fifteen working days, state the reason for the
delay and the time frume within which corrections will be completed. Your response should
address each discrepancy brought to your attention during the inspection and in this letter,
;Lndshould include copies of any documentation demonstrating that corrections have been

●
made. Please direct your reply to Thomas W. Gordon, Investigator,

Sincerely yours,

F Patricia ~, Ziobro 1
District Director
San Francisco District


